Leading up to the emergence of C19 these seemingly isolated events occurred. 


21 U.S.C. 360bbb-3: This is part of the Federal Food, Drug, and Cosmetic Act, which has been amended 
multiple times. The specific emergency use authorization provisions were added by the Project 
BioShield Act of 2004. 

Section 1107a of title 10, United States Code: This section was added by the National Defense 
Authorization Act for Fiscal Year 2004. 

P.L. 114-328: This is the National Defense Authorization Act for Fiscal Year 2017, enacted on December 
23, 2016. 

P.L. 115-92: This was enacted on December 12, 2017. 

10 US Code, Subtitle , Subsection 716 is repealed by Public Law 115—91, Section 716 (131 Stat. 1438) is part 
of the National Defense Authorization Act for Fiscal Year 2018, December 12, 2017. 

DEFINITION AND POLICY CHANGES MADE BY NIH+FDA ON “GENE THERAPIES” NOV, 2018 

P.L. 116-22: This is the Pandemic and All-Hazards Preparedness and Advancing Innovation Act of 2019, 
enacted on June 24, 2019. 

The Global Preparedness Monitoring Board commissions a paper pandemic scenario in conjunction with 
Johns Hopkins in_September 19, 2019, Preparedness for a high-impact respiratory pathogen pandemic 
Wuhan Military Games:_October 18-27, 2019. Participants 9,508 athletes from over 140 countries 

Event 207, coronavirus pandemic exercise is hosted by Johns Hopkins, BMGF & the WEF. Oct. 18 2019 
Army War College Conducts the pandemic exercise, Urban Outbreak 2019, October 31, 2019 

IN-Q-TEL W/JOHNS HOPKINS CONDUCTS TTX, LEVERAGING DIGITAL HEALTH TECHNOLOGIES DURING 
LARGE SCALE EPIDEMICS, DECEMBER O5, 2019 


Public Law 115—91, Section 716 (131 Stat. 1438) is part of the National Defense Authorization Act for Fiscal Year 2018. This section 
addresses the emergency use of medical products for members of the armed forces. 
Key Provisions: 
1.Expanded Authority for Emergency Use: 
o New Authority: The law amends Section 1107a of Title 10, U.S. Code, granting the Secretary of Defense additional 
authority to authorize the emergency use of unapproved medical products or the unapproved use of approved products. 
o Situational Flexibility: This authority applies when the usual criteria under Section 564 of the Federal Food, Drug, and 
Cosmetic Act (which deals with Emergency Use Authorizations) are not met, specifically if there is no immediate 
biological, chemical, radiological, or nuclear threat. 
2.Geographic Scope: 


o Outside the U.S.: The authorization applies to emergency uses of medical products outside the United States, focusing on 
reducing the severity of injuries or deaths caused by war-related risks. 
5. Target Audience: 


o Military Personnel: The provision is aimed at protecting U.S. military personnel and individuals associated with deployed 
service members, ensuring they receive necessary medical interventions during conflicts or military operations. 
Implications: 

e Flexibility in Medical Response: This section provides the Department of Defense with greater flexibility to address emerging 
health risks or situations in combat zones, even when traditional authorization processes for medical products may not 
apply. 

e Enhanced Readiness: By broadening the scope for emergency medical use, the law aims to improve the readiness and 
protection of military personnel facing various risks in conflict zones. 

Overall, Section 716 ensures that the Department of Defense can quickly adapt to new health threats and maintain the health 
and operational effectiveness of service members in a range of challenging environments. 


Section 1107 of Title 10, U.S. Code 


informed consent requirement can be bypassed according to Section 1107: 
1.Standard Requirement: 

o Notice Requirement: Normally, when a service member is required to receive an investigational new drug or a 
drug used in an unapproved way, they must be given written notice about the drug, including its status, 
reasons for use, potential side effects, and other required information. 

o Documentation: Medical records must document the drug administration and the notice provided. 

2.Waiver of Consent: 

o Presidential Waiver: In certain urgent situations, such as specific military operations, the requirement for prior 
informed consent can be waived. This waiver can only be granted by the President. 

o National Security Exception: The waiver is allowed only if the President determines that obtaining consent 
would not be in the interests of national security. 

o Request and Notification: The Secretary of Defense must request this waiver directly from the President and 
cannot delegate this authority. If granted, the Secretary must notify Congress of the waiver, including the 
President’s written determination and justification for the waiver. 

4.Scope of Waiver: 

o Applicable Situations: The waiver applies only when prior consent is required by FDA regulations for 
investigational new drugs. It does not apply to other situations where consent is not required by FDA rules. 

In summary, while the default is to provide informed consent, there is a mechanism for bypassing this requirement in 
exceptional circumstances, specifically when it is deemed necessary for national security and authorized by the 
President. 


MOU No. 225-19-001 
MEMORANDUM OF UNDERSTANDING CONCERNING 
COORDINATION WITH THE FOOD AND DRUG ADMINISTRATION 
REGARDING DEPARTMENT OF DEFENSE 
MEDICAL PRODUCT DEVELOPMENT AND ASSESSMENT 


PREAMBLE 


On December 12) 2017, the President signed into law Public Law No. 115-92 (P.L. 115- 
92), an Act to amend the Federal Food, Drug, and Cosmetic Act (FD&C Act) to authorize 
additional emergency uses for medical products to reduce deaths and severity of injuries caused 
by biological, chemical, radiological] or nuclear (CBRN) agents or agents that may cause, or are 
otherwise associated with, an imminently life-threatening and specific risk to the U.S. military 
forces and for other purposes. P.L. 115-92 requires enhanced collaborations and communication 
between the U.S. Department of Defense (DoD) and the U.S. Food and Drug Administration 
(FDA) on DoD's medical product priorities (MPPs) for military emergencies. This 
Memorandum of Understanding (MOU) implements the framework for this Congressionally- 
directed collaboration between DoD and FDA (collectively, “the Parties”). 


1. PURPOSE 
To implement P.L. 115-92 through an efficient collaboration between DoD and FDA in order to: 


a. Facilitate access to medical products for use during military emergencies (or the 
significant potential for a military emergency) involving a heightened risk to the U.S. 
military forces of an attack with a CBRN agent or other agent or agents that may cause, 
or are otherwise associated with, an imminently life-threatening and specific risk to the 
U.S. military forces; 

b. Facilitate, through enhanced engagements, DoD’s development of promising safe and 
effective medical products that are reasonably likely to address a life-threatening military 
emergency (or significant potential for a military emergency), involving a specific and 
imminently life-threatening risk to United States military forces of attack; 

c. Plan and conduct semi-annual meetings between senior DoD and FDA leadership to 
facilitate enhanced collaboration and communication on DoD MPPs that are the highest 
priorities to DoD; 

d. Plan and conduct guarterly meetings between the Director of FDA’s Center for Biologics 
Evaluation and Research (CBER) and the Assistant Secretary of Defense for Health 
Affairs (ASD(HA)) to facilitate enhanced collaboration and communication on 
regenerative medicine advanced therapy, blood, and vaccine medical products and 
projects that are the highest priorities to DoD; 

e. Facilitate communication of information relating to the safety, efficacy, and utilization of 
medical products in the DoD portfolio; 


MOU 
225-19-001 


DOD-FDA Enhanced Engagement to Accelerate the Development of ... 


Since its enactment in 2017, Public Law No. 115-92 has significantly boosted the availability of medical 


products that protect and treat military personnel. Designed to overcome the unique challenges posed 
by military medical product development, the law enables the use of enhanced regulatory 
engagement, expedited reviews, and other flexibilities that can greatly accelerate the regulatory revie.. 


lil, BACKGROUND 


DoD and FDA have collaborated on medical product development priorities to treat the unique 
needs of the warfighter since the original 1964 MOU between the Parties. It is DoD’s long- 
standing policy to: (a) provide military personnel the best possible healthcare, including safe and 
effective medical products to address CBRN warfare, endemic disease, battlefield trauma and 
injury, and other conditions; and (b) to make preferential use of products approved by the FDA 
for commercial marketing, when available, to provide the needed medical countermeasure and 
treatment. FDA ensures that such medical products are safe and effective for their intended use. 
Product-specific regulatory review is conducted within FDA medical product Center divisions 
with additional support from Center specialized medical countermeasure experts. In addition, 
the Centers and FDA’s Office of Counterterrorism and Emerging Threats (OCET) have met with 
stakeholders across the DoD medical product development enterprise, including the U.S. Army 
Medical Research and Materiel Command (USAMRMC); the Joint Program Executive Office 
for Chemical, Biological, Radiological and Nuclear Defense (JPEO-CBRND); Joint Science and 
Technology Office (JSTO) of the Defense Threat Reduction Agency (DTRA); the Defense 
Advanced Research Projects Agency (DARPA), and others. 


Increased DoD-FDA collaboration was addressed in the National Defense Authorization Act for 
Fiscal Year 2018 (see, e.g., §716 of P.L. 115-91), leading to the enactment of P.L. 115-92 (Dec. 
12,2017). This law amended the FD&C Act to provide, among other things, specific policy for 
increased DoD-FDA collaboration on the development and availability of MPPs. In summary, 
P.L. 115-92: 


a. Expands FDA’s emergency use authorization (EUA) authority under §564 of the FD&C 
Act to allow FDA to issue EUAs for emergency use of unapproved medical products or 
unapproved uses of approved medical products to address additional types of threats 
(beyond CBRN agents) related to attack with an “agent or agents that may cause, or are 
otherwise associated with, an imminently life-threatening and specific risk to the United 
States military forces” (see §1(a), P.L. 115-92); 

b. Allows the Secretary of Defense to request, and authorizes FDA to take, specific actions 
to expedite the development of medical products, and the review of investigational 
submissions, applications for approval/licensure, and submissions/notifications for 
clearance for such medical products reasonably likely to diagnose, prevent, treat, or 
mitigate a specific and life-threatening risk to the U.S. military (see §1(b), P.L. 115-92); 
and 

c. Requires semi-annual review between DoD and FDA on DoD’s MPP portfolio and 
requires quarterly DoD-CBER meetings for CBER-regulated MPPs (see §1(b)(3), P.L. 
115-92). 


In addition, discussions among representatives of the Parties to further these purposes may 
involve trade secret, commercial confidential, or other non-public information. Participation in 
such discussions also requires avoiding the appearance of impropriety or conflicts of interests by 
participants. This MOU governs how the Parties will address these issues. 


4. Collaborations to Facilitate Emergency Use of Medical Products. 
a. FDA agrees to facilitate DoD’s ability to field, when necessary, investigational 


medical products under a clinical trial if appropriate and feasible, under an 
expanded access mechanism, or under an EUA, and to assist DoD in determining 
the appropriate course of action among or between these non-exclusive 
approaches; 

b. Discussions related to appropriate regulatory mechanisms for emergency uses of 
MPPs on the Priority List will be a part of each of the meetings described in 
Section 2 and 3 above. 


5. Enhanced Engagements to Facilitate the Development of DoD MPPs. 
a. FDA agrees to coordinate requests by the DoD to expedite the development of 


MPPs and the review of investigational submissions, applications for 
approval/licensure, and submissions/notifications for clearance of such medical 


In essence, MOU No. 225-19-001 is the operational document that puts into practice 
the collaborative framework mandated by P.L. 115-92, providing specific details on 
how the DoD and FDA will work together to accelerate the development and 
availability of critical medical products for military use. 


5. Enhanced Engagements to Facilitate the Development of DoD MPPs. 


a. FDA agrees to coordinate requests by the DoD to expedite the development of 
MPPs and the review of investigational submissions, applications for 
approval/licensure, and submissions/notifications for clearance of such medical 


products reasonably likely to address a life-threatening military emergency (or 
significant potential for a military emergency) involving a specific and 
imminently life-threatening risk to United States military forces; 

b. The Parties will discuss the application of the FDA and DoD actions to expedite 
the development and review of medical products on the Priority List set forth in 
§(b)(2) of P.L. 115-92, including but not limited to: 


iil. 


iv. 


vi. 


Holding meetings with the applicant/sponsor (with necessary parties 
included to ensure meeting productivity) and the FDA review team 
throughout the MPP’s development; 


ii. Providing timely advice and interactive communication regarding the 


development of the MPP to ensure that the development program to gather 
the nonclinical and clinical data needed for approval or clearance is as 
efficient as practicable; 

Assigning a cross-disciplinary project lead for the FDA review team to 
facilitate efficient review of the MPP’s development program and 
communications with the applicant/sponsor; 

Taking steps to ensure the clinical trial design is as efficient as practicable 
and that assessment of risk and benefit are relevant to the proposed context 
of use; 

Applying any applicable programs to expedite the development and 
review of the DoD MPP application (See e.g., Expedited Programs for 
Serious Conditions—Drugs and Biologics, May 2014); and 

Discussing the appropriateness of an expanded access mechanism. (See 
e.g., Expanded Access to Investigational Drugs for Treatment Use— 
Questions and Answers, June 2016 updated October 2017). 


c. As needed, such coordination will be a part of each of the meetings described in 


Cantian 7 and 2 ahawa 


The undersigned are authorized to and hereby agree to the foregoing MOU on this second day of 
November, 2018, in Fort Detrick, Maryland: 


WM) FDAKCommissioner Scott Gottlieb 


Tom McCaffery ott Gottlité, M.D. 


Principal Deputy Assistant Secretary Commissioner of Food and Drugs 
of Defense for Health Affairs 


Mr. Thomas McCaffery ees 
Assistant Secretary of Defense for Health Affairs R = S L| = NI C E 


IN U.S. FOOD & DRUG 
ADMINISTRATION 


california 


https://mrdc.health.mil/assets/docs/jag/PLAW-115publ92.pdf 


Mr. Thomas McCaffery 
Assistant Secretary of 


Defense for Health Affairs 
https://docs.house.gov/meetings/AS/AS02/20191205/110182/HHRG-116-AS02-Bio-McCafferyT-20191205. pdf 


Mr. Tom McCaffery was sworn in as the Assistant Secretary of Defense for Health Affairs on August 12, 
2019. 


In this role, Mr. McCaffery is the principal medical advisor to the Secretary of Defense. He administers 
the Military Health System (MHS) $50 billion Defense Health Program (DHP) budget and is responsible 
for ensuring the global delivery of quality, cost effective health care to 9.4 million Service Members, 
retirees, and their families. Mr. McCaffery oversees the Defense Health Agency and the Uniformed 
Services University of the Health Sciences. 


Mr. McCaffery has extensive experience in the health care industry. Most recently, he served as Vice 
President, California State Partnerships at Blue Shield of California. In this capacity, he led the day-to- 
day activities governing Blue Shield’s post-acquisition integration of the Care1st Health Plan, a 500,000 
member health plan serving Medicaid and Medicare members. Prior to that role, he served as Vice 
President of Blue Shield’s CalPERS sector, where he led a team responsible for all strategic initiatives, 
product development, marketing, pricing, and operational functions for the 400,000 member California 
Public Employees Retirement System (CalPERS) account. 


Prior to his tenure at Blue Shield, he served as Chief Deputy Director of the California Department of 
Health Services, California’s public health and health care services agency. Mr. McCaffery also served as 
Senior Vice President / Chief Operating Officer at the Alliance of Catholic Health Care, the public policy 
and advocacy organization representing California’s Catholic health systems and hospitals. Earlier in his 
career, he served on the staff of the Washington, DC Office of the Governor of California. 


Active in many community organizations, Mr. McCaffery has served on a number of healthcare, 
education and children’s program non-profits in the Sacramento area. 


Mr. McCaffery graduated from the University of Notre Dame with a degree in Government and 
International Relations and holds a Master’s Degree in Public Policy from the University of California at 
Berkeley. 


Key Implications of Public Law 115-92 


1. **Allows the Secretary of Defense to request expedited FDA review** of medical products that could diagnose, prevent, treat or 
mitigate life-threatening risks to U.S. military forces from attacks with biological, chemical, radiological or nuclear agents. 


2. **Requires the FDA to determine within 45 days** whether to issue an emergency use authorization for medical products in response 
to a military emergency determination by the Secretary of Defense. 


3. **Mandates semi-annual meetings between the FDA and Department of Defense** to review relevant medical products in the DoD 
portfolio and facilitate collaboration. 


In summary, this law streamlines the process for the military to obtain emergency use authorization for protective medical 
countermeasures and enhances collaboration between the FDA and DoD on the development of critical medical products. It prioritizes 
the rapid availability of such products to safeguard U.S. military forces against potential attacks involving weapons of mass 
destruction. 


Citations: https://mrdc.health.mil/assets/docs/jag/PLAW-115publ92.pdF 


Congress added §716, “Additional Emergency Uses of Medical Products 
to Reduce Deaths and Severity of Injuries Caused by Agents of War,” to 
H.R. 2810, the Fiscal Year 2018 National Defense Authorization Act (FY 18 
NDAA). This provision provided the Secretary of Defense the authority to 
authorize emergency uses of investigational medical products where it 
was unrelated to a CBRN threat.4 But this approach, though confined to 
the military and use outside the United States, would have shifted the 
ultimate responsibility of EUA decision-making from FDA to DoD 


H.R. 4374=[DEC. 12, 2017]=P.L. 115-92 
NDAA FY19= H.R.5515 [AUG. 13, 2018]= P.L. 115-232 
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H.R. 4374 
P.L. 115-92 


Ultimately, a compromise emerged between the positions of DoD and FDA 
whereby DoD would get both the expansion of the EUA authority beyond CBRN 
threats for battlefield trauma care and an expedited approval mechanism for 
DoD medical priorities, but where FDA retained the exclusive authority to 
authorize an EVA. This compromise approach was signed into law on December 
12, 2017, as P.L. 115-92 and immediately repealed the momentary DoD EUA 
authority of §716 of the FY 18 NDAA, which became law hours earlier. 


NDAA FY18= H.R.2810 [NOVEMBER 9, 2017.] = P.L. 115-91 
H.R. 4374=[DEC. 12, 2017]=P.L. 115-92 
NDAA FY19= H.R.5515 [AUG. 13, 2018]= P.L. 115-232 


Senator Richard Burr 
NC[Republican] 


Burr has been married to Brooke Fauth Burr, a real estate agent, since 1984, and they 

have two sons, Tyler and William.!'° ‘Il! Both work for tobacco companies.!'°2! He is a 

distant relative of 19th century vice-president Aaron Burr, as a descendant of one of 

Aaron Burr's brothers.!1°2! 

The Department of Justice, in coordination with the Securities and Exchange Commission, launched a 
formal probe into the stock sales made during the early days of the coronavirus epidemic by several 
legislators, including Burr.!'42] Burr was also sued by a shareholder for alleged STOCK Act violations. 
(143][144] 


On May 13, the FBI served a search warrant on Burr at his Washington residence and seized his 
cellphone.!'4°! He temporarily stepped down as chair of the Intelligence Committee the next day, taking 


effect on May 15.!°Il'46] 


On January 19, 2021, the last full day of the Trump administration,|*! the Justice Department informed 


Burr that it would not pursue charges against him./4! 


The FBI's search warrant affidavit was partially unsealed in September 2022, after litigation by the Los 
Angeles Times and the Reporters Committee for Freedom of the Press, 199] 


Burr was one of only three senators to oppose the STOCK Act of 2012, which prohibits members of 


Congress and congressional staff from using nonpublic information in securities trading.!133] 


2021 storming of the United States Capitol [ edit | 


On May 28, 2021, Burr abstained from voting on the creation of an independent commission to 


investigate the January 6 United States Capitol attack.[1471 


SENATOR BURR’S PANDEMIC STOCK SCAM 


Burr sold between $600,000 and $1.8 million in stocks on February 13, 2020, 
shortly after receiving a Senate Intelligence Committee briefing about the 
potential economic impacts of the coronavirus. According to reports, in early 
February 2020, shortly before the COVID-19 market crash, Burr sold a 
significant amount of stock in several companies that were hit hard by the 
pandemic: 


**Wyndham Hotels & Resorts** - Burr sold up to $150,000 worth of stock in 
this hotel chain, which lost almost two-thirds of its market value since 
February 13, 2020 


Senator Richard Burr 


**Extended Stay America® - Burr sold up to $150,000 in this hotel company NC[Republican] 
that lost half its value over the month following his stock sale 


**Park Hotels & Resorts** - Burr sold up to $65,000 of stock in this hotel 
company, whose stock price dropped from nearly $24 to under $5 


In total, between his and his wife's accounts, Burr sold between $628,000 and 
$1.7 million in publicly traded stocks on February 13, 2020, and did not buy 
any new positions. The stocks he sold were in industries considered 
vulnerable to economic downturns, such as hotel chains. 


Faces of P.L. 115-92 


Key lawmakers involved in drafting Public Law 115-92 include: 


Rep. Michael McCaul - As the Chairman of the House Foreign Affairs Committee, he 
played a significant role in advocating for the law's provisions to enhance military 
medical readiness. 


Sen. John McCain - The late Senator from Arizona was instrumental in supporting 
defense-related legislation, including PL. 115-92, during his tenure. 


Rep. Adam Smith - As the Ranking Member of the House Armed Services 
Committee, he contributed to discussions regarding the law's implications for military} . 
health and safety. j 


Sen. Richard Burr - The Senator from North Carolina was involved in health-related 
legislative efforts, including those impacting the FDA's authority concerning military 
medical products. 


These lawmakers worked collaboratively to address the urgent need for expedited 


eens 
se eees 
we eeee 


medical product development for military personnel, particularly in response to threats HS 
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from chemical, biological, radiological, and nuclear agents * “*. oe 


_——— Member of the 


ie 1" U.S. House of Representatives 
=i Rep. M ichael McCaul from Texas's 10th district 

* ss Incumbent 

= TX [Republican] eyes 


January 3, 2005 


Rep. Michael McCaul - As the Chairman of the House Foreign Affairs Committee, he 


played a significant role in advocating for the law's provisions to enhance military 
medical readiness. 


former chairman Lowry Mays and sister of its former CEO Mark Mays. In 2011, Ro// Cal! named 
McCaul as one of the wealthiest members of the United States Congress, surpassing then U.S. 
Senator John Kerry. His net worth was estimated at $294 million, up from $74 million the previous year. 
(24] In 2004, the same publication estimated his net worth at $12 million. His wealth increase was due 
to large monetary transfers from his wife's family. 2°! 


McCaul said he supports heavily arming Ukraine with the weapons 
they need to win the Russo-Ukrainian War.!'9! He believes the United 
States should send fighter jets and more missiles to Ukraine.!'©! In 
February 2023, McCaul met the President of Ukraine in Kyiv and 
advocated for the United States to send more military aid to Ukraine, 
especially ATACMS.!"21 


November 9, 2017 


= . 
eran senator John McCain ~~ 
Chair, Senate Armed Services Committee ’ 
United States Senate 
218 Russell Senate Office Building ' 


open AZ [Republican] a 


The Honorable Jack Reed 
Ranking Member, Senate Armed Services Committee 
United States Senate 

728 Hart Senate Office Building 


Washington, DC 20510 Sen. John McCain - The late Senator from Arizona was instrumental in supporting 


The Honorable Mac Thornberry 

Chair, House Armed Services Committee 
United States House of Representatives 
2208 Rayburn House Office Building 
Washington, DC 20515 


defense-related legislation, including P.L. 115-92, during his tenure. 


Thornberry lost his 2009 bid to chair the full Armed Services Committee to Buck McKeon, R-Calif., who 


The Honorable Adam Smith had more seniority.!"] He served as vice chair of the full committee during McKeon's time as chairman. 
Ranking Member, House Armed Services Committee , : a 
Unite ny ere Fentse oF Req enouistiuns [13] After taking the committee gavel at the beginning of the 114th Congress, Thornberry spearheaded 
2264 Rayburn House Office Building a major Department of Defense acquisition reform effort!'4! that received bipartisan and bicameral 


ra ae support from House Armed Services Committee Ranking Member Adam Smith (D-Wash.) and Senate 


. . . . 1 5 
Dear Senators McCain and Reed, Representatives Thornberry and Smith: Armed Services Committee Chairman John McCain (R-AZ).! 


“ta MAC THORNBERRY 


As former Commissioners of the U.S. Food and Drug Administration (FDA), we write to express our "tea, be 
objections to Section 732 of the Senate’s version of the National Defense Authorization Act. This . . - . 
language, now being considered in conference committee, would allow the Department of Defense to Smith-Mundt Modernization Act of 2012 Ledit] 
ere ee ee nee In 2012 Thornberry introduced the Smith-Mundt Modernation Act of 2012 to amend the 1948 Smith- 
“individuals associated with deployed members of the armed forces.” 
Mundt Act prohibiting the domestic dissemination of propaganda produced for foreign audiences. 
For more than 100 years, the U.S. Congress has empowered the FDA to ensure the safety and efficacy of 
medical products for U.S. consumers, including our military personnel. In contrast, the proposed review 
panel in the Department of Defense will never have the resources or the expertise that the FDA brings 
to ensure the safety and efficacy of medical products, even in the limited cases of emergency use. 
These five external advisors are not likely to have the requisite knowledge about the chemistry, 
manufacturing, and controls that are part of every FDA review, nor will they have access to the raw data 
that are part of every new product application to the FDA. They will have no authority to require post- 
market studies, as the FDA does, and it is unclear how they will be able to monitor post-market safety 
more generally. 


httos://www.cspinet.org/sites/default/files/attachment/former-commissioners-letter.pdf 


Rep. ADAM SMITH 


¢ Went to the Jesuit school Fordham University. Smith was born 
in Washington D.C.- Rasied in Seatac. 

i ¢ 1 of 81 Democrats to vote in favor of the invasion of Iraq. 
- Rep for WA for 27+ years 

A ¢« Voted 100% in line w/President Biden 

¢« Along w/Mac Thornberry he co-sponsored the an amendment 
that reversed the 1948 Smith-Mundt Act, thus allowing the 
sovernment to propagandize us citizens, legally. 

«- He voted for the Patriot Act 2001, and voted to continue the 
Bush Administration’s warrant-less wiretapping. 


Smith and Representative Mac Thornberry co-sponsored an amendment to the fiscal 
2013 defense spending bill reversing previous bans on disseminating Defense and 


Rep. Adam Smith - As the Ranking Member of the House Armed Services 


cia asi ee aleag eniehcigal cae aa cance tinal Committee, he contributed to discussions regarding the law's implications for military 
the Foreign Relations Authorization Act of 1987, designed to protect U.S. audiences 
from government misinformation campaigns.!2"! The bill passed on May 18, 2012, 299 health and safety. 


to 120.!221 


On October 10, 2002, Smith was among the 81 
Democratic members of the House to vote to 


Re D ADAM SM IT + authorizing the invasion of Iraq.!©! In March 2012, 
| 


he said that U.S. troops had done "amazing work" 
in Afghanistan and that it was "time to bring the 
troops home".!/] 


House of Representatives for the state of Washington for 27+ years! 


Rep. Adam Smith - As the Ranking Member of the House Armed Services 


Committee, he contributed to discussions regarding the law's implications for military 


health and safety. 


Smith voted with President Joe Biden's stated position 100% of the time in the 117th 
Congress, according to a Five ThirtyEight analysis.|2°! 


Smith and Representative Mac Thornberry co-sponsored an amendment to the fiscal 
2013 defense spending bill reversing previous bans on disseminating Defense and 
State Department propaganda in the U.S., reversing the Smith—Mundt Act of 1948 and 
the Foreign Relations Authorization Act of 1987, designed to protect U.S. audiences 
from government misinformation campaigns.!2"! The bill passed on May 18, 2012, 299 
to 120.!221 


But in 2008, he voted for a similar bill, the FISA Amendment Act of 2008 (FAA), 
reauthorizing many of the provisions in the expired Protect America Act, leading critics 
like the ACLU to call it "an unconstitutional bill that would significantly modify the 
Foreign Intelligence Surveillance Act", granting expansive new monitoring powers to 
the executive branch with very little court oversight. The FAA also ensured the 
dismissal of all pending cases against telecommunication companies for their previous 
illegal spying on American citizens on behalf of the Executive Branch.!"1![12II'S] smith 
also voted for the 2001 Patriot Act and to extend the Bush administration's warrantless 
wiretapping program.!'4! 


On February 9, 2021, Burr voted against the constitutionality of Trump's second 
impeachment trial.!129! Nevertheless, on February 13, Burr was one of seven 
Republicans to vote to convict. On February 16, the North Carolina Republican Party 
censured him for the vote.!19 


fe ore Ey eubmne a) Sen. Richard Burr - The Senator from North Carolina was involved in health-related 


W. Bush, July 2004 


legislative efforts, including those impacting the FDA's authority concerning military 


medical products. 


Burr defeated Democratic nominee Deborah K. Ross, 51%-45%.!2'] Burr was an 
advisor for Donald Trump's successful 2016 presidential campaign.!22! 


Education | cdit | Senator Richard Burr 


In 2017, Burr voted to confirm Betsy DeVos as U.S. education secretary; she was 


confirmed by a 51—50 vote, with Vice President Mike Pence casting a tie-breaking vote - 
after the Senate deadlocked.'°’! DeVos's family donated $43,200 to Burr's 2016 N C [ R e Dp U b i C a n | 
reelection campaign.!°®! 


In 2017, Burr co-sponsored the I!srael Anti-Boycott Act (s. 720), which would have 
made it a federal crime for Americans to encourage or participate in boycotts against 
Israel and Israeli settlements in the West Bank to protest actions of the Israeli 
government. |©21I6°! 


In 2018 and 2019, Burr opposed legislation to prohibit U.S. arms sales to Saudi Arabia 
and the United Arab Emirates, and to end U.S. military assistance to the Saudi 
Arabian-led intervention in Yemen.|81l641 
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The Public Health Emergency Medical Countermeasures Enterprise (PHEMCE) was 
formally established in law through the Pandemic and All-Hazards Preparedness and 
Advancing Innovation Act of 2019, which is Public Law 116-22 * 


Key points: 


The Act was signed into law on June 24, 2019 ° 


It is officially known as the “Pandemic and All-Hazards Preparedness and Advancing 
Innovation Act of 2019" * 


The public law identifier is Public Law 116-22 * 


This Act codified the PHEMCE into law, enhancing its role in coordinating federal 
efforts to prepare for chemical, biological, radiological, nuclear threats, and emerging 
infectious diseases °. 


The Act amended the Public Health Service Act to formally establish the PHEMCE 
under Section 2811-1 °*. 


While the PHEMCE existed as an administrative entity before this Act, Public Law 116-22 
provided it with statutory authority and formally defined its structure and functions in 
federal law. 


PHEMCEACT December 2019 | °°". 


U.S. Department of Health and Human Services 


Public Health Emergency 
Medical Countermeasures 
Enterprise 


Multiyear Budget 
Fiscal Years 2018-2022 


December 2019 


Saving Lives. Protecting Americans. ASPR 


rocurement, stockp 


22 of PHEMCE budget priorities / Background on the Multiyear Budget 


cal, and nuclear The multiyear budget report (MYB) fulfills the 
rement to “develop, and update on an 


a coordinated five-year 


Background on Medical Countermeasure 
Development 


evelopment of MCMs is a 


https://aspr.hhs.gov/PHEMCE/Documents/phemce-myb-30Jan2020-508. pdf 


PHEMCE ACT December 2019 


U.S. Department of Health and Human Services 


Public Health Emergency 
Medical Countermeasures 
Enterprise CODIFIED IN 2019 AND OFFICIALLY ADDED THE ODNI T0 THE PHEMCE. 


Multiyear Budget 
Fiscal Years 2018-2022 


December 2019 THE REPRESENTATIVE OF THE 


*, a Saving Lives. Protecting Americans. AS PR 


https://aspr.hhs.gov/PHEMCE/Documents/phemce-myb-30Jan2020-508. pdf 


THE ODNI LED THE INVESTIGATION INTO THE ORIGINS OF 
COVID-19. 


OFFICE OF THE DIRECTOR OF NATIONAL INTELLIGENCE 


NATIONAL INTELLIGENCE COUNCIL THE DIRECTOR FOR THE ODNI AND FORMER DIRECTOR OF THE 
CIA UNDER OBAMA IS AVRIL HAINES 


THE ONLY REPRESENTATIVE OF THE US INTELLIGENCE 
COMMUNITY AT EVENT 201 WAS AVRIL HAINES 


Updated Assessment on 


COVD 39  ORSGINS 


httos://www.odni.gov/files/ODNI/documents/assessments/Declassified-Assessment-on-COVID-19-0rigins.pdf 


PAHPAIA 


P.L. 116-22 


June 24, 2019 
On June 24, 2019 Congress passed and the President signed the 
Pandemic and All-Hazards Preparedness and Advancing 
Innovation Act (PAHPAIA), Public Law No. 116-22. The 2019 law 
amends the Public Health Service Act to build on work the U.S. 


Department of Health and Human Services has undertaken to 
advance national health security. 


PAHPAIA (Pandemic and All-Hazards Preparedness and Advancing 
Innovation Act) Also known as P.L. 116-22 [Enacted on June 24, 2019] 
Reauthorized & updated various public health security and emergency 
programs. Formalized & expanded the PHEMCE structure & functions. 


PUBLIC LAW 116-22—JUNE 24, 2019 133 STAT. 905 


Public Law 116-22 
116th Congress 
An Act 
To reauthorize certain programs under the Public Health Service Act and the 


Federal Food, Drug, and Cosmetic Act with respect to public health security 
and all-hazards preparedness and response, and for other purposes. 
Be it enacted by the Senate and House of Representatives of 
the United States of America in Congress assembled, 
SECTION 1. SHORT TITLE; TABLE OF CONTENTS. 
(a) SHortT TrrLe.—This Act may be cited as the “Pandemic 
— aalariay Preparedness and Advancing Innovation Act of 
2019”. 


(b) TABLE OF CONTENTS.—The table of contents for this Act 
is as follows: 


Sec. 1. Short title; table of contents. 
Sec. 2. References in Act. 


TITLE I—STRENGTHENING THE NATIONAL HEALTH SECURITY STRATEGY 


Sec. 101. National Health Security Strategy. 
TITLE TI—IMPROVING PREPAREDNESS AND RESPONSE 
Sec. 201. Im benchmarks standards for preparedness and response 


Sec. 205. Public health and health care system situational awareness and bio- 
surveillance ee 
Sec. 206. Strengthening and supporting the public health emergency rapid re- 
ind. 


sponse fu 
Sec. 207. Improving all-hazards preparedness and response by public health emer- 
volunteers. 
Sec. 208. C rifying State liability law for volunteer health care professionals. 
Sec. 209. Report on adequate national blood supply. 
Sec. 210. Report on the public health preparedness and response capabilities and 
ities of hospitals, long-term care facilities, and other health care 
facilities. 
TITLE I REACHING ALL COMMUNTTIES 
Sec. 301. assessing Lhe em workforce. 
Sec. 30k, Hlealth ayetens inirastracters te laprove preparedness and reapense. 
Sec. 303. Considerations for at-risk individuals. 
Sec. 304, a emergency preparedness and response considerations for chil- 


Sec. 305. National advisory committees on disasters. 
Sec. 306. Guidance for participation in exercises and drills. 


TITLE IV-—-PRIORITIZING A THREAT-BASED APPROACH 


Sec. 401. Assistant Secretary for Preparedness and Response, 
Sec. 402. Public Health Emergency Medical Countermeasures Enterprise. 
i i =) ile. 


Sec. 404. Preparing for pandemic influenza, antimicrobial resistance, and other sig 
nificant threats. 


Pandemic and All-Hazards Preparedness & 
Advancing Innovation Act (PAHPAIA) 


PUBLIC LAW 116-22—JUNE 24, 


2019 


PUBLIC LAW 116—22—JUNE 24, 2019 133 STAT. 905 


Public Law 116—22 
116th Congress 
An Act 
To reauthorize certain programs under the Public Health Service Act and the 


Federal Food, Drug, and Cosmetic Act with respect to public health security 
and all-hazards preparedness and response, and for other purposes. 


Be it enacted by the Senate and House of Representatives of 
the United States of America in Congress assembled, 


SECTION 1. SHORT TITLE; TABLE OF CONTENTS. 


(a) SHORT TITLE.—This Act may be cited as the “Pandemic 
and All-Hazards Preparedness and Advancing Innovation Act of 
2019”. 
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June 24, 2019 
[S. 1379] 


Pandemic and 
All-Hazards 
Preparedness 
and Advancing 
Innovation Act 
of 2019. 

42 USC 201 note. 


PUBLIC LAW 116—-22—JUNE 24, 2019 133 STAT. 935 


(c) EVALUATION OF BARRIERS TO RAPID DELIVERY OF MEDICAL 
COUNTERMEASURES.— 

(1) RAPID DELIVERY STUDY.—The Assistant Secretary for 
Preparedness and Response may conduct a study on issues 
that have the potential to adversely affect the handling and 
rapid delivery of medical countermeasures to individuals during 
public health emergencies occurring in the United States. 

n @) ae TO aber gs a rae as 9 ee after — 
the date of the enactment of this Act, the Assistant Secretary ‘Summary. 

for Preparedness and Response shall notify the Committee p UBLIC LAW 116-22—JUNE 24, 2019 
on Energy and Commerce of the House of Representatives 
and the Committee on Health, Education, Labor, and Pensions 
of the Senate if the Assistant Secretary for Preparedness and 
Response does not plan to conduct the study under paragraph 
(1) and shall provide such committees a summary explanation 
for such decision. 

(3) REPORT TO CONGRESS.—Not later than 1 year after 
the Assistant Secretary for Preparedness and Response con- 
ducts the study under paragraph (1), such Assistant Secretary 
shall submit a report to the Committee on Energy and Com- 
merce of the House of Representatives and the Committee 
on Health, Education, Labor, and Pensions of the Senate con- 
taining the findings of such study. 


vv wv wv 


42, USC “SEC. 2811B. NATIONAL ADVISORY COMMITTEE ON SENIORS AND 
300hh—10c. DISASTERS. 
Consultation. “(a) ESTABLISHMENT.—The Secretary, in consultation with the 


Secretary of Homeland Security and the Secretary of Veterans 
Affairs, shall establish an advisory committee to be known as the 
National Advisory Committee on Seniors and Disasters (referred 
to in this section as the ‘Advisory Committee’). 
Consultations. “(b) DUTIES.—The Advisory Committee shall— 
“(1) provide advice and consultation with respect to the 
activities carried out pursuant to section 2814, as applicable 
and appropriate; 


PUBLIC LAW 116-22—JUNE 24, 2019 


ews OF 


“(g) SUNSET. 
“(1) IN GENERAL.—The Advisory Committee shall terminate 
on September 30, 2023. 
“(2) EXTENSION OF COMMITTEE.—Not later than October 
1, 2022, the Secretary shall submit to Congress a recommenda- 
tion on whether the Advisory Committee should be extended.”. 
(c) NATIONAL ADVISORY COMMITTEE ON INDIVIDUALS WITH 
DISABILITIES AND DISASTERS.—Subtitle B of title XXVIII (42 U.S.C. 
300hh et seq.), as amended by subsection (b), is further amended 
by inserting after section 2811B the following: 


“SEC. 2811C. NATIONAL ADVISORY COMMITTEE ON INDIVIDUALS WITH 
DISABILITIES AND DISASTERS. 


“(a) ESTABLISHMENT.—The Secretary, in consultation with the 
Secretary of Homeland Security, shall establish a national advisory 
committee to be known as the National Advisory Committee on 
Individuals with Disabilities and Disasters (referred to in this sec- 
tion as the ‘Advisory Committee’). 

“(b) DuTIES.—The Advisory Committee shall— 


Deadline. 
Recommenda- 


tion. 


42 USC 
300hh-10d. 


Consultation. 


Consultations. 
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SEC. 306. GUIDANCE FOR PARTICIPATION IN EXERCISES AND DRILLS. 


Not later than 2 years after the date of enactment of this 
Act, the Secretary of Health and Human Services shall issue final 
guidance regarding the ability of personnel funded by programs 
authorized under this Act (including the amendments made by 
this Act) to participate in drills and operational exercises related 
to all-hazards medical and public health preparedness and response. 
Such drills and operational exercises may include activities that 
incorporate medical surge capacity planning, medical counter- 
measure distribution and administration, and preparing for and 
responding to identified threats for that region. Such personnel 
may include State, local, Tribal, and territorial public health depart- 
ment or agency personnel funded under this Act (including the 
amendments made by this Act). The Secretary shall consult with 
the Department of Homeland Security, the Department of Defense, 
the Department of Veterans Affairs, and other applicable Federal 
departments and agencies as necessary and appropriate in the 
development of such guidance. The Secretary shall make the guid- 
ance available on the internet website of the Department of Health 
and Human Services. 


42 USC 300hh 
note. 
Deadline. 


Consultation. 


Web posting. 
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SEC. 402. PUBLIC HEALTH EMERGENCY MEDICAL COUNTERMEASURES 
ENTERPRISE. 
(a) IN GENERAL.—Title XXVIII is amended by inserting after 
section 2811 (42 U.S.C. 300hh—10) the following: 


42 USC “SEC. 2811-1. PUBLIC HEALTH EMERGENCY MEDICAL COUNTER- 
300hh—10a. MEASURES ENTERPRISE. 
Establishment. “(a) IN GENERAL.—The Secretary shall establish the Public 


Health Emergency Medical Countermeasures Enterprise (referred 
to in this section as the ‘PHEMCE’). The Assistant Secretary for 
Preparedness and Response shall serve as chair of the PHEMCE. 
“(b) MEMBERS.—The PHEMCE shall include each of the fol- 
lowing members, or the designee of such members: 
“1) The Assistant Secretary for Preparedness and 
Response. 
“(2) The Director of the Centers for Disease Control and 
Prevention. 
“(3) The Director of the National Institutes of Health. 
“(4) The Commissioner of Food and Drugs. 
“(5) The Secretary of Defense. 


The Secretary or agreuture. PUBLIC LAW 116-22—JUNE 24, 2019 


“(8) The Secretary of Veterans Affairs. 

“(9) The Director of National Intelligence. 

“(10) Representatives of any other Federal agency, which 
may include the Director of the Biomedical Advanced Research 
and Development Authority, the Director of the Strategic 
National Stockpile, the Director of the National Institute of 
Allergy and Infectious Diseases, and the Director of the Office 
of Public Health Preparedness and Response, as the Secretary 
determines appropriate. 

“(c) FUNCTIONS.— 

“(1) IN GENERAL.—The functions of the PHEMCE shall 

include the following: 


PUBLIC LAW 116—22—JUNE 24, 2019 


“(A) Utilize a process to make recommendations to 
the Secretary regarding research, advanced research, 
development, procurement, stockpiling, deployment, dis- 
tribution, and utilization with respect to countermeasures, 
as defined in section 319F—2(c), including prioritization 
based on the health security needs of the United States. 
Such recommendations shall be informed by, when avail- 
able and practicable, the National Health Security Strategy 
pursuant to section 2802, the Strategic National Stockpile 
needs pursuant to section 319F—2, and assessments of cur- 
rent national security threats, including chemical, 
biological, radiological, and nuclear threats, including 
emerging infectious diseases. In the event that members 
of the PHEMCE do not agree upon a recommendation, 
the Secretary shall provide a determination regarding such 
recommendation. 

“(B) Identify national health security needs, including 
gaps in public health preparedness and response related 
to countermeasures and challenges to addressing such 
needs (including any regulatory challenges), and support 
alignment of countermeasure procurement with rec- 
ee to address such needs under subparagraph 

“(C) Assist the Secretary in developing strategies 
related to logistics, deployment, distribution, dispensing, 
and use of countermeasures that may be applicable to 
the activities of the strategic national stockpile under sec- 
tion 319F—2(a) 


* 
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133 STAT. 943 


Recommenda- 
tions. 


Assessments. 


Determination. 


Recommenda- 


tions. 


Strategies. 


PUBLIC LAW 116-22—JUNE 24, 2019 


(b) PUBLIC HEALTH EMERGENCY MEDICAL COUNTERMEASURES 
ENTERPRISE STRATEGY AND IMPLEMENTATION PLAN.—Section 
2811(d) (42 U.S.C. 300hh—10(d)) is amended— 

(1) in paragraph (1)— 

(A) by striking “Not later than 180 days after the 
date of enactment of this subsection, and every year there- 
after” and inserting “Not later than March 15, 2020, and 
biennially thereafter”; and 

(B) by striking “Director of the Biomedical” and all 
that follows through “Food and Drugs” and inserting 
“Public Health Emergency Medical Countermeasures 
Enterprise established under section 2811-1”; and 
(2) in paragraph (2)J)(v), by striking “one-year period” 

and inserting “2-year period”. 


SEC. 403. STRATEGIC NATIONAL STOCKPILE. 


(a) IN GENERAL.—Section 319F—2(a) (42 U.S.C. 247d—6b(a)) is 
amended— 
(1) by redesignating paragraphs (2) and (3) as paragraphs 
(3) and (4), respectively; and 
(2) in paragraph (1)— 
(A) by inserting “the Assistant Secretary for Prepared- 
ness and Response and” after “collaboration with”; 


133 STAT. 944 


Consultation. 
Assessment. 
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(B) by inserting “and optimize” after “provide for’; 

(C) by inserting “and, as informed by existing rec- 
ommendations of, or consultations with, the Public Health 
Emergency Medical Countermeasure Enterprise estab- 
lished under section 2811—1, make necessary additions or 
modifications to the contents of such stockpile or stockpiles 
based on the review conducted under paragraph (2)” before 
the period of the first sentence; and 

(D) by striking the second sentence; 

(3) by inserting after paragraph (1) the following: 
“(2) THREAT-BASED REVIEW.— 

“(A) IN GENERAL.—The Secretary shall conduct an 
annual threat-based review (taking into account at-risk 
individuals) of the contents of the stockpile under para- 
graph (1), including non-pharmaceutical supplies, and, in 
consultation with the Public Health Emergency Medical 
Countermeasures Enterprise established under section 
2811-1, review contents within the stockpile and assess 
whether such contents are consistent with the recommenda- 
tions made pursuant to section 2811—1(c)(1)(A). Such review 
shall be submitted on June 15, 2019, and on March 15 
of each year thereafter, to the Committee on Health, Edu- 
cation, Labor, and Pensions and the Committee on Appro- 
priations of the Senate and the Committee on Energy and 
Commerce and the Committee on Appropriations of the 
House of Representatives, in a manner that does not com- 
promise national security. 

“(B) ADDITIONS, MODIFICATIONS, AND REPLENISH- 
MENTS.—Each annual threat-based review under subpara- 
graph (A) shall, for each new or modified countermeasure 
procurement or replenishment, provide— 


PUBLIC LAW 116-22—JUNE 24, 2019 


“(ix) an assessment of whether the processes and 
procedures described by the Secretary pursuant to sec- 
tion 403(b) of the Pandemic and All-Hazards Prepared- 
ness and Advancing Innovation Act of 2019 are suffi- 
cient to ensure countermeasures and products under 
consideration for procurement pursuant to subsection 
(a) receive the same consideration regardless of 
whether such countermeasures and products receive 
or had received funding under section 319L, including 
with respect to whether such countermeasures and 
products are most appropriate to meet the emergency 
health security needs of the United States. 

“(B) SUBMISSION.—Not later than 6 months after com- 
pleting a classified version of the review under subpara- 
graph (A), the Comptroller General shall submit an 
unclassified version of the review to the congressional 
committees of jurisdiction.”. 

(b) ADDITIONAL REPORTING.—In the first threat-based review 
submitted after the date of enactment of this Act pursuant to 
paragraph (2) of section 319F—2(a) of the Public Health Service 
Act (42 U.S.C. 247d—6b(a)), as amended by subsection (a), the 
Secretary shall include a description of the processes and procedures 
through which the Director of the Strategic National Stockpile 
and the Director of the Biomedical Advanced Research and Develop- 
ment Authority coordinate with respect to countermeasures and 
products procured under such section 319F—2(a), including such 
processes and procedures in place to ensure countermeasures and 
products under consideration for procurement pursuant to such 
section 319F—2(a) receive the same consideration regardless of 
whether such countermeasures or products receive or had received 
funding under section 319L of the Public Health Service Act (42 
U.S.C. 247d—7e), and whether such countermeasures and products 
are the most appropriate to meet the emergency health security 
needs of the United States. 

(c) AUTHORIZATION OF APPROPRIATIONS, STRATEGIC NATIONAL 
STOCKPILE.—Section 319F—2(f(1) (42 U.S.C. 247d-6b(f(1)) is 
amended by striking “$533,800,000 for each of fiscal years 2014 
through 2018” and inserting “$610,000,000 for each of fiscal years 
2019 through 2023, to remain available until expended”. 


Deadline. 
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TITLE V—INCREASING COMMUNICA- 
TION IN MEDICAL COUNTERMEASURE 
ADVANCED RESEARCH AND DEVELOP- 
MENT 


SEC. 501. MEDICAL COUNTERMEASURE BUDGET PLAN. 


Section 2811(bX7) (42 U.S.C. 300hh-10(bX7)) is amended— PUBLIC LAW 116-22—JUNE 24, 2019 


(1) in the matter preceding subparagraph (A), by striking 
“March 1” and insertin “March 15”; 
(2) in subparagrap (A)— 
as in ee (ii), by striking “; and” and inserting 
“B) by striking clause (iii) and inserting the following: 
iii) procurement, stockpiling, maintenance, and 
potential replenishment (inclu ing manufacturin 
=a of all products in the Strategic Nationa 


toc 

“Evy iv) the availability of technologies that may assist 
in the advanced research and development of counter- 
measures and opportunities to use such technologies 
to accelerate and navigate challenges unique to 
countermeasure research and development; and 

“(v) potential deployment, distri ution, and utiliza- 
tion of medical countermeasures; development of clin- 
ical guidance and emergency use instructions for the 
use of medical countermeasures; and, as applicable 
aire! ———— activities related to medica 


) by red lesgnating ot ono (D) and (E) as subpara- 
eae (E) and (F), respectively; an 
(4)b inserting after et (C), the following: 
D) identify the full range of anticipated medical 
countermeasure needs related to research and development 
rocurement, and ro gg —— including the potential n 
or indications, dosing, and administration technologies, 
and other countermeasure = as applicable and appro- 
priate;”. 


SEC. 504. THE BIOMEDICAL ADVANCED RESEARCH AND DEVELOP- 
MENT AUTHORITY AND THE BIOSHIELD SPECIAL RESERVE 
FUND. 


(a) BIOSHTELD SPECIAL RESERVE FUND.—Section 319F—2(¢)(1) 
(42 U.S.C. 247d—6b(g)(1)) is amended— 

(1) by striking “$2,800,000,000 for the period of fiscal years 

2014 through 2018” and inserting “$7,100,000,000 for the period 

of fiscal years 2019 through 2028, to remain available until 

expended”; and 
(2) b striking the second sentence. 

(b) THE BIOMEDICAL ADVANCED RESEARCH AND DEVELOPMENT 
AUTHORITY.—Section 319L(d\(2) (42 U.S.C. "247d Te(AX2) is 
amended by striking “$415,000,000 for each of grt 2014 
through 2018” and inserting “$611, 700,000 for cach of fiscal years 
2019 through 2023 
SEC. 505. ADDITIONAL STRATEGIES FOR COMBATING ANTIBIOTIC 

RESISTANCE. 

(a) ADVISORY COUNCIL.—The Secretary of Health and Human 
Services (referred to in this section as the “Secretary”) may continue 
the Presidential Advisory Council on Combating Antibiotic-Resist- 
ant Bacteria, referred to in this section as the “Advisory Council”. 
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42 USC 247d-5 
note. 


Continuation. 


TITLE VI—ADVANCING TECHNOLOGIES 
FOR MEDICAL COUNTERMEASURES 


SEC, 601. ADMINISTRATION OF COUNTERMEASURES. 


Section 319L{(c\4\D)\iii) (42 U.S.C. 247d—7e(c\4\DXiii)) is 
amended by striking “and platform technologies” and inserting 
“platform technologies, technologies to administer countermeasures, 
and technologies to improve storage and transportation of counter- 
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(b) MEDICAL COUNTERMEASURE MASTER FILES.—Chapter V of 
the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 351 et seq.) 
is amended by inserting after section 565A the following: 


“SEC. 565B. MEDICAL COUNTERMEASURE MASTER FILES. 


“(a) APPLICABILITY OF REFERENCE.— 

“(1) IN GENERAL.—A person may submit data and informa- 
tion in a master file to the Secretary with the intent to ref- 
erence, or to authorize, in writing, another person to reference, 
such data or information to support a medical countermeasure 
submission (including a supplement or amendment to any such 
submission), without requiring the master file holder to disclose 
the data and information to any such persons authorized to 
reference the master file. Such data and information shall 
be available for reference by the master file holder or by a 
person authorized by the master file holder, in accordance 
with applicable privacy and confidentiality protocols and regula- 
tions. 


21 USC 
360bbb—4b 


SEC, 704, STRATEGY AND REPORT. 


Not later than 14 days after the date of the enactment of Deadline. 
this Act, the Secretary of Health and Human Services, in coordina- Coordination. 
tion with the Assistant Secretary for Preparedness and Response Collaboration. 
and the Assistant Secretary for the Administration on Children 
and Families or other appropriate office, and in collaboration with 
other departments, as appropriate, shall submit to the Committee 
on Energy and Commerce of the House of Representatives, the 
Committee on Health, Education, Labor, and Pensions of the 


Senate, and other relevant congressional committees— 
(1) a formal strategy, including interdepartmental actions PUBLIC LAW 116-—22—JUNE 24 2019 
and efforts to reunify children with their parents or guardians, J 
in all cases in which such children have been separated from 
their parents or guardians as a result of the initiative 
announced on April 6, 2018, and due to prosecution under 
section 275(a) of the Immigration and Nationality Act (8 U.S.C. 
1325(a)), if the parent or guardian chooses such reunification 
and the child— 
(A) was separated from a parent or guardian and 
placed into a facility funded by the Department of Health 
and Human Services; 


133 STAT. 964 PUBLIC LAW 116—-22—JUNE 24, 2019 


Effective date. (B) as of the date of the enactment of this Act, remains 
in the care of the Department of Health and Human Serv- 
ices; and 

(C) can be safely reunited with such parent or 
guardian; and 
(2) a report on challenges and deficiencies related to the 
oversight of, and care for, unaccompanied alien children and 
appropriately reuniting such children with their parents or 
guardians, and the actions taken to address any challenges 
and deficiencies related to unaccompanied alien children in 
the custody of the Department of Health and Human Services, 
including deficiencies identified and publicly reported by Con- 
gress, the Government Accountability Office, or the inspectors 
general of the Department of Health and Human Services 
or other Federal departments. 


Leading up to the emergence of C19 these seemingly isolated events occurred. 


21 U.S.C. 360bbb-3: This is part of the Federal Food, Drug, and Cosmetic Act, which has been amended 
multiple times. The specific emergency use authorization provisions were added by the Project 
BioShield Act of 2004. 

Section 1107a of title 10, United States Code: This section was added by the National Defense 
Authorization Act for Fiscal Year 2004. 

P.L. 114-328: This is the National Defense Authorization Act for Fiscal Year 2017, enacted on December 
23, 2016. 

P.L. 115-92: This was enacted on December 12, 2017. 

10 US Code, Subtitle , Subsection 716 is repealed by Public Law 115-91, Section 716 (131 Stat. 1438) is part 
of the National Defense Authorization Act for Fiscal Year 2018, December 12, 2017. 

P.L. 116-22: This is the Pandemic and All-Hazards Preparedness and Advancing Innovation Act of 2019, 
enacted on June 24, 2019. 

The Global Preparedness Monitoring Board commissions a paper pandemic scenario in conjunction with 
Johns Hopkins in September 19, 2019, Preparedness for a high-impact respiratory pathogen pandemic 
Wuhan Military Games:_October 18-27, 2019. Participants 9,508 athletes from over 140 countries 

Event 207, coronavirus pandemic exercise is hosted by Johns Hopkins, BMGF & the WEF. Oct. 18 2019 
Army War College Conducts the pandemic exercise, Urban Outbreak 2019, October 31, 2019 

IN-Q-TEL w/ Johns Hopkins conducts a tabletop exercise [ttx] called, LEVERAGING DIGITAL HEALTH 
TECHNOLOGIES DURING LARGE SCALE EPIDEMICS, DECEMBER O5, 2019 


What does all of this mean? _ 7 


Upon introduction by senators Richard Burr, Mchael MCCaul, Representative Adam 
Smith and Senator John McCain, Congress added §716, “Additional Emergency Uses 
of Medical Products to Reduce Deaths and Severity of Injuries Caused by Agents of 
War,” to H.R. 2810, the Fiscal Year 2018 National Defense Authorization Act (FY 18 
NDAA). This provision provided the Secretary of Defense the authority to authorize 
emergency uses of investigational medical products where it was unrelated to a 
CBRN threat. 

A compromise emerged between the positions of DoD and FDA whereby 
DoD would get both the expansion of the EUA authority beyond CBRN threats for 
battlefield trauma care and an expedited approval mechanism for DoD medical 
priorities, but where FDA retained the exclusive authority to authorize an EVA. This 
compromise approach was signed into law on December 12, 2017, as P.L. 115-92 and 
immediately repealed the momentary DoD EUA authority of §716 of the FY 18 
NDAA, which became law hours earlier. 


In October of 2018 the NIH & FDA [Collins & Gottlieb] pushed for policy reform and 
sweeping changes concerning “Gene Therapy”. 

By November of 2018 a Memorandum of Understanding (MOU) between the 
Department of Defense (DoD) and the Food and Drug Administration (FDA), signed 
on November 2, 2018. It implements Public Law 115-92. 


In June of 2019 P.L. 116-22 was enacted which structured the PHEMCE & added the 
ODNI to the enterprise by law. 


Leading up to the emergence of C19 these seemingly isolated events occurred. 


¢ 21US.C. 360bbb-3: This is part of the Federal Food, Drug, and Cosmetic Act, which has been amended 
multiple times. The specific emergency use authorization provisions were added by the Project 
BioShield Act of 2004. 

¢ Section 1107a of title 10, United States Code: This section was added by the National Defense 
Authorization Act for Fiscal Year 2004. 

¢ P.L. 114-328: This is the National Defense Authorization Act for Fiscal Year 2017, enacted on December 
23, 2016. 

¢ P.L. 115-92: This was enacted on December 12, 2017. 

* 10 US Code, Subtitle , Subsection 716 is repealed by Public Law 115-91, Section 716 (131 Stat. 1438) is part 
of the National Defense Authorization Act for Fiscal Year 2018, December 12, 2017. 

¢ DEFINITION AND POLICY CHANGES MADE BY NIH+FDA ON “GENE THERAPIES” NOV, 2018 

¢ P.L. 116-22: This is the Pandemic and All-Hazards Preparedness and Advancing Innovation Act of 2019, 
enacted on June 24, 2019. 

¢ The Global Preparedness Monitoring Board commissions a paper pandemic scenario in conjunction with 
Johns Hopkins in September 19, 2019, Preparedness for a high-impact respiratory pathogen pandemic 

¢ Wuhan Military Games: October 18-27, 2019. Participants 9,308 athletes from over 140 countries 

¢ Event 201, coronavirus pandemic exercise is hosted by Johns Hopkins, BMGF & the WEF. Oct. 18 2019 

¢ Army War College Conducts the pandemic exercise, Urban Outbreak 2019, October 31, 2019 

¢ IN-Q-TEL W/JOHNS HOPKINS CONDUCTS TTX, LEVERAGING DIGITAL HEALTH TECHNOLOGIES DURING 
LARGE SCALE EPIDEMICS, DECEMBER O05, 2019 


On September 19, 2019 the GPMB which started in 
2017, and led by Anthony Fauci, commissioned a 
TTX white paper about a highly infectious 
respiratory pandemic that possibly leaks from a 
lab. 


In October of 2019 there was both the Wuhan 
Military Games, where several players were sick 
with flu like symptoms, and the WEF/BMGF 
sponsored TTX about a coronavirus pandemic, 201 
event was held, with Avril Haines representing the 
US intelligence community. 


Finally, by Dec 2019, the CIA’s venture capital arm held a TTX with the same writers as the ones from 
Johns Hopkins. By May 2020, Operation Warp Speed had implemented the partneships between the HHS 
and the DOD. Anthony Fauci denied the possibility of a lab leak despite his ttx with the GPMB. 


P.L. 116-22 


P.L. 116-22 


Enacted on June 24, 2019 


Known as the Pandemic and All-Hazards Preparedness and Advancing Innovation 
Act (PAHPAIA) 


Broader in scope, focusing on overall public health emergency preparedness and 
response 


Key provisions: 


ale 
2. 
3. 


Reauthorizes various public health and medical preparedness programs 
Strengthens the nation's health security strategy 


Enhances the biomedical advanced research and development authority 
(BARDA) 


Improves preparedness for pandemic influenza and emerging infectious 
diseases 


3. P.L. 116-22, enacted in June 2019, is known to have made significant changes to the 
structure and functions of the PHEMCE ‘' *. 


While the exact date isn't explicitly stated in the search results, it's clear that the addition 
of the Director of National Intelligence to the PHEMCE membership occurred no later than 
the enactment of P.L. 116-22 in 2019. This aligns with the broader goal of PLL. 116-22 to 
enhance and formalize the structure of the PHEMCE, as discussed in our previous 


conversation ahnoiit this law 


10 USC 1107 (2004) 
TI m e i Nn e e Part of the U.S. Code dealing with armed forces 


e Relates to notice of use of an unapproved drug or a drug unapproved for its 
applied use 


PHEMCE Act (2006) 
e Established the Public Health Emergency Medical Countermeasures Enterprise 
e Aimed to improve medical countermeasure development and availability 

P.L. 115-92 (December 12, 2017) 


e Enhanced collaboration between DoD and FDA for expedited development and 
review of medical products for military use 


PAHPAIA (Pandemic and All-Hazards Preparedness and Advancing Innovation Act) 
e Also known as PLL. 116-22 
e Enacted on June 24, 2019 


e Reauthorized and updated various public health security and emergency 
programs 


e Formalized and expanded the PHEMCE structure and functions 
H.R. 4374 (Introduced on July 9, 2019) 


P. L. WI 5-92 P.L. 115-92 


Enacted on December 12, 2017 


Specifically addresses collaboration between the Department of Defense (DoD) and 
the Food and Drug Administration (FDA) 


Aims to expedite the development and review of medical products for military use 
Key provisions: 


1. Expands FDA's emergency use authorization (EUA) authority for military 
emergencies 


2. Allows DoD to request expedited FDA review for priority medical products 


3. Enhances communication and collaboration between DoD and FDA 


“REPEAL — Effective as ofthe enactment of the National Defense Authorization Act for Fiscal Year 2018, subsection (d) of section 


11074 of title 10, United States Code, as added by section 716 of the National Defense Authorization Act for Fiscal Year 2018, is 


repealed.” §1(c), Pub. L. 115-92, 131 Stat. 2025 (Dec. 12, 2017). 


Leading up to the emergence of C19 these seemingly isolated events occurred. 


21 U.S.C. 360bbb-3: This is part of the Federal Food, Drug, and Cosmetic Act, which has been amended 
multiple times. The specific emergency use authorization provisions were added by the Project 
BioShield Act of 2004. 

Section 1107a of title 10, United States Code: This section was added by the National Defense 
Authorization Act for Fiscal Year 2004. 

P.L. 114-328: This is the National Defense Authorization Act for Fiscal Year 2017, enacted on December 
23, 2016. 

P.L. 115-92: This was enacted on December 12, 2017. 

10 US Code, Subtitle , Subsection 716 is repealed by Public Law 115—91, Section 716 (131 Stat. 1438) is part 
of the National Defense Authorization Act for Fiscal Year 2018, December 12, 2017. 
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P.L. 116-22: This is the Pandemic and All-Hazards Preparedness and Advancing Innovation Act of 2019, 
enacted on June 24, 2019. 

The Global Preparedness Monitoring Board commissions a paper pandemic scenario in conjunction with 
Johns Hopkins in_September 19, 2019, Preparedness for a high-impact respiratory pathogen pandemic 
Wuhan Military Games:_October 18-27, 2019. Participants 9,508 athletes from over 140 countries 

Event 207, coronavirus pandemic exercise is hosted by Johns Hopkins, BMGF & the WEF. Oct. 18 2019 
Army War College Conducts the pandemic exercise, Urban Outbreak 2019, October 31, 2019 
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The Centers for Innovation in Advanced Development and Manufacturing (CIADM) 
program was established in 2012. Specifically: 


The U.S. Department of Health and Human Services (HHS) established the CIADM 
program in 2012 to improve U.S. capacity to develop and manufacture vaccines and 
other medical countermeasures, especially in rapid response to pandemics or 
biological attacks * °. 


The program began when the Biomedical Advanced Research and Development 
Authority (BARDA) awarded contracts to establish three CIADM sites in 2012 '. 


The three original CIADM sites were located in Maryland, North Carolina, and Texas. 
The Texas A&M University System was awarded a 25-year CIADM contract in 2012 
to establish one of these centers °. 


The CIADMs were part of a national strategy developed in response to the 2009 
HiN1 influenza pandemic, when federal officials became concerned about the lack of 
domestic capacity for large-scale medical countermeasure production °*. 


The CIADM program was designed to create public-private partnerships to accelerate 
research, development and manufacturing of life-saving medicines and enhance the 
nation's ability to respond to health emergencies * °*. 


Based on the information provided in the search results, the key legislation that allowed 
for the establishment of the Centers for Innovation in Advanced Development and 
Manufacturing (CIADM) program was: 


1. The Pandemic and All-Hazards Preparedness Act of 2006 (PAHPA) 


This act established the Assistant Secretary for Preparedness and Response (ASPR) 
organization, which includes BARDA (Biomedical Advanced Research and Development 
Authority). It provided new authorities for advanced development and acquisitions of 
medical countermeasures ®. 


2. The Pandemic and All-Hazards Preparedness Reauthorization Act (PAHPRA) of 2013 


This act reauthorized BARDA and the funds for procurement of medical countermeasures 
through 2018. It also increased flexibility for Project BioShield to support advanced 
research and development of potential medical countermeasures °* . 


While not explicitly stated, these laws provided the legislative framework and authorities 
that allowed HHS to establish the CIADM program in 2012, as mentioned in the BARDA 
Strategic Plan: 


"Since 2012, HHS has invested in the Centers for Innovation in Advance Development and 
Manufacturing (CIADM). The CIADMs have promoted U.S.-based manufacturing capacity 
for public health emergencies, including retrofitting existing facilities and building new 
facilities." * 


posing new efforts to encourage 
further advances in this rapidly 
evolving field. 

The potential to alter human 
genes directly was first recognized 
nearly 50 years ago, around the 
same time as initial groundbreak- 
ing advances were being made in 
recombinant DNA technology. Af 
ter intense discussions regarding 
the ethical, legal, and social im- 
plications of this technology, con- 
versations were initiated at the 
NIH that led to the establishment 
of the Recombinant DNA Advi- 
sory Committee (RAC) in 1974. 
The RAC’s mission was to advise 
the NIII director on research that 
used emerging technologies in- 
volving manipulation of nucleic 
acids — a mission that was even- 
tually expanded to encompass the 
review and discussion of proto- 
cols for gene therapy in humans. 
In 1990, the FDA oversaw the first 
U.S. human gene-therapy trial, 
which involved pediatric patients 
with adenosine deaminase defi- 


The Next Phase of Human Gene-Therapy Oversight 


Francis S. Collins, M.D., Ph.D., and Scott Gottlieb, M.D. 


ciency and was conducted at the 
NIH Clinical Center in Bethesda, 
Maryland. 

Although no major safety con- 
cerns were initially reported, over 
the course of the 1990s it be- 
came evident that many questions 
regarding the safety and efficacy 
of gene therapy remained unan- 
swered. These unknowns were 
brought into sharp focus in 1999 
when Jesse Gelsinger died of a 
massive immune response during 
a safety trial of gene therapy for 
ornithine transcarbamylase defi- 
ciency.’ This tragic death led to 
closer scrutiny of the field, includ- 
ing a greater focus on open dia- 
logue and increased regulatory 
oversight. 

Since that time, a tremendous 
amount of scientific work related 
to gene therapy has been con- 
ducted with support from govern- 
ment agencies, academic institu- 
tions, and commercial sponsors. 
These efforts have increased un- 
derstanding of the basic biology 
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of the diseases being treated, the 
various methods used for gene 
delivery, and the potential ad- 
verse events that can be encoun- 
tered. Progress has also been 
made in improving safety precau- 
tions, as well as gene-transfer ef- 
ficiency and delivery. 

As science advanced, along 
with the ability to apply these 
innovations, gene therapy has 
evolved from offering modest ef- 
fects in early trials to producing 
measurable benefits in the clinic. 
In 2017, the FDA approved the 
first three gene-therapy products 
for use in the United States. ‘Two 
are cell-based gene therapies — 
chimeric antigen receptor T-cells 
(CAR-T) — that have demonstrat- 
ed remarkable efficacy against 
cancer in clinical trials.* The third, 
which treats retinal dystrophy 
caused by RPE65 gene mutations, 
is the first approved gene-therapy 
product to be administered in vivo 
and the first to target a specific 
genetic condition. Given the field’s 
rapid evolution, and the fact that 
the FDA currently has more than 
700 active investigational new 
drug applications for gene thera- 
pies, it seems reasonable to envi- 
sion a day when gene therapy will 
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History of Gene Therapy NIH-FDA Oversight. 


be a mainstay of treatment for learned about the safety and effi- 


many discases. 


cacy of current technologics, many 


Though still more needs to be promising new approaches are on 
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the horizon. For example, the ad- 


vent of genome editing opens ncw 
possibilities for treating diseases 


field made a quantum leap for- 
discovery and development of the 


first in vivo clinical trial of ge- 
nome cditing to correct Hunt- 
cr’s syndrome by means of ZFNs, 
and CRISPR-Cas9 and TALENs 
gene-cditing approaches are be- 
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amendments, and reports of seri- 


these overlaps — which affect no 
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sponsors. 

In the view of the senior lead- 
ers of the FDA and the NIH, 
there is no longer sufficient evi- 
dence to claim that the risks of 
gene therapy are entirely unique 
and unpredictable — or that the 
field still requires special over- 
sight that falls outside our exist- 


THE NEXT PHASE OF HUMAN GENE-THERAPY OVERSIGHT 


each field of research has associ- 
ated unique challenges. Even as 
our understanding of yene ther- 


ed recommendations from the re- 


In changes proposed on August 
17, 2018, in the Federal Register, 
the NIH and the FDA seek to re- 
duce the duplicative oversight bur- 
den by further limiting the role of 
the NIH and RAC in assessing 


We thus have an opportunity 
to recurn the RAC to the spirit in 


which it was founded. Its original 
goal was to advise the NIH direc- 
tor on the scientific, safety, and 


that have long ensured its trans- 


From the National Institutes of Health, 
Bethesda (F.S.C.), and the Food and Drug 
Administration, Silver Spring (S.G.) — 

in Maryland. 


This article was published on August 15, 
2018, at NEJM.org. 
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Policy Changes to Gene Therapies || August 2018 


The key changes to gene therapy oversight discussed by Scott Gottlieb and Francis Collins in 2018 were primarily implemented through policy and 
regulatory changes rather than new laws. Specifically: In August 2018, the NIH and FDA announced a joint proposal to streamline oversight of gene 
therapy. This included: 


-Fliminating the NIH Recombinant DNA Advisory Committee (RAC) review of individual human gene transfer protocols. 
-No longer requiring registration of new human gene transfer protocols with NIH. 
-Refocusing the RAC to advise on emerging biotechnologies. 


These changes were implemented by NIH policy changes, not new legislation. The NIH announced it would no longer accept new human gene transfer 
protocols for registration or convene the RAC to review individual protocols. 


--FDA maintained its regulatory oversight of gene therapy clinical trials, but worked to streamline processes 

--The RAC was renamed to the Novel and Exceptional Technology and Research Advisory Committee (NEXTRAQ to reflect its broader focus on emerging 
biotechnologies. 

--These changes were aimed at reducing duplicative oversight and paperwork without reducing safety protections. 

--The FDA also issued several draft guidance documents on gene therapy in July 2018 to help facilitate development. 


https://www.nih.gov/about-nih/who-we-are/nih-director/statements/statement-modernizing-human-gene-therapy-oversight 
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